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Déclaration de Conformité UE
EU Declaration of Conformity

(NoDC9O138a)

NOUS LE FABRICANT
WE THE T'AIVUFACTURER

ETABLISSONS SOUS ]{OTRE SEULE RESPOI{SABILITE tA DECTARATION
survANTE ET DECIÂRONS QUE tE PRODUIT

TAKE SOLE RESPOilSIBIUW FOR AIVD HEREBY DECL.ARE THAT THE PRODUCT

Numéro d'enregistrement unique
Sing le Rqistratron Num ber

d
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Mresse
Address

Nom
Name

FR-MF-000000320

Parc Euromédecine
Rue du Caducée
BP 72X)
34184 Montpellier Cedex 4
France

HORIBA ABX SAS

Hination du dispositif

Intendd Purpose

Pays dbrigine
Country of origin

IUD-ID de base
tusic UDI-DI

Modèles
Models

Nom du produit
Product name

Cat{1orie du dispositif
Device catqory

Yumizen G Clean SYS is a hypochlorite washing solution used for
daily maintenance and cleaning of Yumizen G Line fully automated
coagulation analysers during the maintenance process,
For In Vitro Diagnostic use only.

France
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Yumizen G Clean SYS

Hemostasis reagent
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EST CONFORME AUX DIRECTTVES, REGLEMENTS, NORMES ET SPECTFTCATTONS

COMMUNES

MEETS THE nROVISIONS OF THE FOLLOWING DTRECTTVE, REGULAmONS,
STA N DA R DS A N D CO fi] M O N SPECI FICA TIO NS

Regulation (EU) 20L71746 on in vitro diagnostic medical devices

Classe de risques / Risk Clas.A X B tr C n D D

fi Annex II + ANNE( III + ANNE( IV (Class A devicæ excluding sterile devices)

Not Applicable

Ràglements
Rqulations

ProcâJure
dËvaluation de la
conformité IVDR/
NDR conformity
asæssment route

SçÉcifications
Communes

Common
5pæifrcations
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